
A
s with other areas of medicine,
there is increasing interest
among practitioners to partic-
ipate in clinical trials. In fact,
academic researchers as well as

the National Institutes of Health and
most drug companies have recognized
that involving practitioners in clinical
research has many potential benefits,
most importantly by increasing the speed
of clinical trial recruitment, and therefore
reducing time to study completion. Other
virtues include introducing and familiar-
izing clinicians with new therapies early
on, and applying treatments to patients
“in the real world,” thus testing the appli-
cability of the treatment in common clin-
ical patients. 

Reasons and Drawbacks
There are many virtues to participating in
clinical trials. For one, there is the in-
tellectual value. Not only will such partic-
ipation hopefully help move the field for-
ward, but for many practitioners there is
also the prestige associated with partici-
pating in clinical trials. Moreover, there is
the added attraction of potentially im-
proving practice marketing.

However, there are many potential
drawbacks that should be kept in mind.
First, there is the considerable time com-
mitment required, typically requiring
submission of the protocol to the local
institutional review board and creation of
the infrastructure required to perform the
study. In addition, there are site visits and
periodic regulatory oversight meetings.

This usually entails the identification
of a nurse or other similar health care
provider, and the added cost associated

with this provider, as well as a mechanism
of screening patients for potential partici-
pation in the study. Training of this indi-
vidual, as well as constant regulatory over-
sight, are also important factors. In fact,
financial constraints can be a substantial
issue, since most studies have a per-
patient reimbursement but the health care
provider is paid on a fixed basis.

Coupled to this issue is the problem of
whether you have sufficient patients of
the type required by the study to make it
economically viable. This is by far the
most underestimated issue. There is con-
stant pressure to enroll more patients.
This can lead to ethical issues regarding
pressure to enroll borderline or even inap-
propriate patients. Physicians must guard
scrupulously against such temptations.
For most stroke centers, there are far
fewer patients available for trials, especial-
ly acute stroke trials, than the clinician
imagines. Conversely, if sufficient patients
are available, the amount of time and
resource utilization required may over-
whelm both the clinician and the staff
involved.

Putting It All Together
As with other aspects of practice, signifi-
cant skill, time and effort are all required
to appropriately integrate clinical research
into routine patient care. It is up to the
practice or group to determine whether
the pros outweigh the cons.

Despite the potential drawbacks,
many clinicians (optimistically) believe
they can successfully compete in clinical
trials. If you do decide to do this, several
important issues should be kept in mind.

First, you must know whether you

fully understand the protocol and
whether you can realistically recruit suffi-
cient patients for the study. Secondly,
there must be a careful cost analysis. This
includes hospital costs for input studies,
which can be considerable, as well as diag-
nostic tests. Generally, pharmaceutical
company studies pay much better than
government or non-profit studies, but the
overall reimbursement may not complete-
ly cover all costs, especially personnel
costs, particularly if few patients are
enrolled.

Other issues include whether to enroll
patients yourself exclusively or include
other clinicians in your group. If the lat-
ter, there is the issue of “buy in” from the
other colleagues, as well as the need to
educate them regarding the specifics of
the protocol. The study patients will also
require special clinic visits, which cannot
be billed clinically if the reason for the
visit is solely for the study. 

Finally, there is always the philosophi-
cal issue of whether you believe the study
is clinically appropriate or acceptable. The
PFO closure studies are an example of
studies where reasonable clinicians might
conclude that it is premature to be expos-
ing patients to a significant invasive pro-
cedure in patients that may be at very low
risk for recurrent stroke. As with medical
practice in general, each individual physi-
cian must come to his or her own conclu-
sion regarding the best therapy for their
patients. PN
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Getting involved in clinical studies for stroke care can be both intellectually and 
financially rewarding, but there are important points to consider prior to starting a trial.
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